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Ap ilicauon No.: 1 0/38.S,4 J 9 i IX)clsOt Nt>.: 24%92()0 1 71)0 

« 
* 

KKMAKKS 

* 
■ 

Claims 1-9. 1 ) - 1 9 and 22 iirc pending in this applicuiion. Claim 22 standii vvillKlrawn. 
NcA- eliiiin 23 is added herein, Suppuri Tor Ihe new claim is provided bV the speeihcaUon itl. e.s,',., 
pai;c U). line 7 Ihroiijih page 11. line I , page 1 S. line 27 through paye line 4, and by the 
examples. No new mailer is added. F.nlry ol'lhe new claim and rcconsjidcration in view ol'ihe 
fol owing remark.s are respeeifuily requested, l-olhuvii^g entry of the ^imendmenl. claims 1-9, 1 1- 
1 9. 22 and 23 are pending, in this appliualion. 

* 

4 
« 

l u. nial Maile rs j 

■ 

In die Uniil Orilcc Acnon mailed September 2. 2009, claim 22 ^vas vvilhdrown by the 
liximiner, vvho siatetl tiial the Applicanl vv:is directed 10 elect a single pboiosensili/cr for search and 

■ 

examination and ihal a seareh had already been made on the phoiosenshi/er verleporfm. as dei:.iiled 
ill he Orijce Action dated Jammry 5. 2009. j 

Applicants respeeUiilly call to the l':xaminer\s allention that len|iuTcporiin waii Ihe species 
elected in respon.^ic to a rcsiriciion requirement, as indicated in die Applicant s response fded 
October 1 7. 2008. In the Onice Action dated January 5. 2000, the Kxiiminer acknowledged the 
A}-«plicant\s election orieniuleporUn and extended the search to inelLidl' verleporrm because the 
Hxaminer determined that the use of IcmuLeporrm lor the treatment ol' hyperactive sebaceous yland 
di.vordcrs ^Yloes not appear to be fiauglu or suggested by ihe prior art bcjlore the priority date of 

« 

i 'cbruary 6. 200-^l." See Olllcc Action dated January 5, 2009, at page 2| 

Accordingly, Applicants res^K-ctlully retjuesi that ihe withdrawitl of claim 22 as drawn to a 
non-elected sfrceies be withdrawn and thai claim 22 be rejoined and ex-amined on the meriis. 

Applicants note that new claim 23 is drawn to the use of lemuieporlin ibr the ireoTment of 
hyperactive sebaceous gland disorders, which tlie 1-xaminer has acknojvvledged is noi taught or 
SUfjgested by the prior art, 

■ 
ft 

■ 
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l i ve Rcicclions I Inclc r ^> I l,S.(J. 103 

* 

Claims 1-9 and 11-19 rcmoin rejecied under 55 U.S.C. Hr>(a) as allegedly 
un .>alcniiJb!c over Candela Corporation (WO 2003/086460) as cvideneiLHl hy Olive Oil Cheniisiry 
(IJ) and in view ol" Bershad (LLS. Patent No. 6.096.765). for reasons oil record. Applicants 
respectfully traverse the rejeetioni^ lor reasons ol' record, as well as at least the lollowing reasons. 

■ 

In rejeeling the claims over Candela Corp,, alone or in eomhinaiion wiih i^crshad and/or 

ft 

<.)l .ve Oil Chemistry, the Office relies upon the alleged overlap hetweeh the elainicd fluenee raie k}\' 

m 

be vvecf) "ahonl O.l mWVcm " and about 600 mW/em" and llie lluence rale range of ^^between about 
lO:) W/cnr and ab<M]1 40 M.WA-nr'"* disclosed in Candela Corp, at parskgrapb |00l2j. The 
I-xamiucr has taken Ihe position that the fluence rale ranye in Candela jCJorp, is aelually "between 
about 1 00 W'/uxV' and aboiil 40 mW/enr." | 

I he Applicants rcspcctl'ully disagree, lor at least the following reasons. 

Pnxsec ulton hisiorv of th e t .i,S. eounterpa il to Ca ndela Corn, e ontradicis the Oflle e\s position 

■ 

ApplieanLs note that during the prosecution of the U.S. eouhlcr|>;iri to Candela Corp., 
U.S. Application No. 10/407,921 (now abandoned), (he applicants apparently rceot;ni/.cd that the 
'^t ) M W/cnV " value recited in their thienee rate range was in error. CfiiHiela Corp. amended claim 
L vvhieh recited a lluence rate range of between about 100 \V7enr andiabout 40 MWA:m " to recite a 
lliicnce rale of between about 100 W/cnr and about 40 kW/cnr. See Response to Office Action in 

■ 

If.S. Applicalion No. 10/407.921, filed December 19. 2Ui.).-^. 

hi their accompanyinL* Remarks. Candela Corp. a.sserted th^it the amendment to the 
Htence rate in claim 1 was supported by paragraphs |.0020| and |005(]j| oJ'the original six^cificalion. 
(For the lixaminer*s convenience, a copy of the Oniee Action Respon.$e is attached as lixhibil A.) 

■ 

Applicants note that the relevant portioi> of paraL»raph |0020| appears to be lines 29-3 L 
dii.closing that the peak lluence rate volue of 4 \ 10' Wcm*^ (i.e.. 40 kkVVcnv ) is the estimated 
threshold for a reduction in Pf) f efilcacy due to saturation. l^irajirapN |0().')0| recites progressively 
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AupliciHion No.: 10/588,41*) \ Dockci No.: 24%920()l 700 

4 

n;;rrower Ilucncc rate ranges Irotii ilic range provided iiJ. paragraph |n0l2], down lo S^O W/cnr to 

■ 
■ 

If '00 W/cm' (i.e.. 0.5 to I kW/cnr). | 

ft 
* 

Applicants rcspcctfiilly t>ubnu\ lliiit this additional evidcncs^ contradicls the Hxamincr's 
ccnclusion llnu the ^^40 MW/cnr " rccilcd in paragraph [0012| urCand'cIa Corp. was intended lo he 
the lower end ofihe llucnce rate ranye and is equivalent to ^U(L01>?!Lfl9X'" Hurhcr. the amciidincjUs 
made in the coiinicrpart. U.S. case support llie Appticanrs conienlion that ^^40 MW/cnV is ihc upper 
limit of the disclo.sed range. In addition, the amendments suggest that the upper liniil was likeiy 
inlejKled to he 40 kW/cnr. and that the recitation or''40 MW/cm^ (i.e.. megawall.s/cm ') was ihe 

ft 
ft 

result of an editorial error. 

■ 

ft 
ft 

T ic Onicc has f ailed to rd )ut lhj.^plicnin'stfvL(knt;c of^^^ 

t he present Office Action lails to respond to the evidence Iprcsenled in the ApplicanCs 
response filed on December 30, 2009. I he Examiner has rejected the! Rubinchik Declaration 
submitted under 37 CFR LI 32 with the response ofDecenUx^r :^0, 20i)9 as insul'ileienl to overcome 

s 

t|-e rejection. 

ft 

hi particular, the r:>camincr states: ^v\pplieant slates that iHe flnencc rtue in the Candcia 
rt ferenec is in meyawalts, not milliwatts because of the capilaliziitionio) the letter M m MWA;.nr. 
hi response, since the reference is drawn to application of Phoiodyniuiiiic therapy to skin ii is 
c:ctremely unlikely that Candcia Corporation is applying megawatts iiy a palients |sic| skin since tliis 

ft 

i5: the equivalent of a lightening strike.. ..{Wlhen all of the evidence ijj eon.sidered, the lotnlity of the 
rubuTiat evidence of nonobviousncss fails to oulvveitj'h the evidence of obviousness." See Office 
/Action at pages 6-7. j 

Applicants note that the evidence presented is not limited i-nerely to "the capilaliAUion of 
tlic letter M in MW/cm'." Rather, the .Applicant's evidence relates u\ the entire context of thi: 
tandcia Corp. reference, which the Examiner has improperly disretiifded. 

As noted previously, Candela Ci>rpor;Hion descrilies the ujse ol lluence rates thai are 

t 

e.)nsiderably higher than those used in conventional PDT. at relatively low total light doses, which 

7 

s.l-5ll^M2 

* 
■ 

ft 

« 
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> 

AppUcali.Mi No.: 1 0/S88..I I «^ ; 1>"^-I<^-' I^"-- 24^)200 1 7tH) 

« * 

> 

arc said to be tidvanlae.cous to avoid side cllccts iWi.scrvcd ujuicr convci|l.i()nal condilions. eg., 
purpura. See WO 2(>03/()X6'K;0 al. e.ii.. pai»o 4. lines 16*19 and page 6\ lines 10-1 3; sec also the 
Ru-:)inchik Dccla»<ilion at ^15. 

> 

> 
■ 

11". as the Rximuncr contends, Cantlela Corp/s lluence rale ii\\)[ic is "between about 41) 
m\//em- and abo\3t 100 W/eiir^\ the range overlaps with the Hucnee rajles lor conventional litilM 
soirees which Candela Corp. teaehes cause side elVeeis. See. e.g., Candeia c:orp. ai paragraph 
|0C0.)|. siiUini*: These ew lasers and non-laser huhl sources are used ai lluence rales oi^UHo.SOO 
mi jwatts per scjua re cen timeter.(mWem;"l" (emphasis added). Appiiek^nts note parent helicalh' thi.ii.. 
according to convenlion. CandcIa Coip. reuiles the low end ofthis rantje (i.e.. 10 mWcin'") llrsi, and 
ihc high end oi" the ran<.>e (i.e.. 5(M) mWcjn'" ) second. 

* 

No rationale has been pnividcd to explain wiiy C:andela Coijp.'s "high lluence rate" 
rai .Lie would overlap with tl^e fluence Rile ranj;e they disclose lor convi!ntional hght sources, which 
the rererence discloses cause side elTccls that are overcome by their nit^thods. 

Second, Candcia Corp. consislenlly uses iwo d.itrerem tii^bri^vianons irj two diJIci:cnt 
CO iiexis: "ni.Wcm""". which is explicitly delined as '\mjjiivyat1,s per sq^iare cenlinietec'' when 
de^cribinu lluence rates associated with convenlional light sources (sc^ (/andela Corp. at paragraphs 
1 0002 1-10005 J), and "MW/cnr'" wlicn describinii Uic Uitxh lluence lalcii used in ihcir ineliu>ds (sec 
Ci iidclaCoitval paragraphs l()()l2JoiHl|;0050|). 1 

As evidenced by the Rubinchik Declaration, one ori>rdinarv skill in the art would 
rciisonably interpret the consistent usaye (M'two diOkr^n) •^-"ni^s in speqifie contexts as inlende<l to 
convcv dilferenl meaiiin«is. Sec the Rubinchik Declaration at ^lO. No basis has been pn)vided to 
re utc the Applicant s evidence or to explain why the drafters of Candpla Corp. consislenlly used 
tv\o diiTerenl lenns lo moan the same ihinJL I 

Moreover, the conclusion that the ^^4U MW/cm'^* recited bv Candeia C()rp. al paragraph 
|00l 2| actually means ''40 mVVVcnr*^ requires concluding that the dratjlers recited the liigh end ofihc 
fluence rate ranee first. Applicants note this is contrary to conventioniand lo the way Candeia Corp. 

8 I 

« ■ 

V 

■ 
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Appliuuion No.: 10/588.419 \ l^ockcl No.: ;M<)6y2001 700 

rec ICS every other range in the spccillcaiion. I' or example, sec: page l\ line 17: "500 lu 650 nnr*: 
paije L line 26: "10 to 500 milliwtilts per square cenlimeler": pa^ic 2- lipe 4: "105-168 niWem"^ : 
pa^c 2. lines 7-8: -l^cUvccn 530 and 700 nm and iluence rale 150 (o 20^ mWenV'^': page 2. line 12: 
"2('U)86mWenr". clc. \ 

« ■ 
■ 

Atiain. no ralionole has been prt>vided to support ihc conclusion thai Uie drallcrs 

■ 

inexplicably reeited the high end ol'lhe lUiencc rate range Jh.sL and didjso only in the ease of their 
own Iluence rate ranges. I 

■ 

The I'ixiimincr rejccls sis nii|wrsu«isive Ihc Applicants oryum(cnl ihrti the exemplary 
condilions Jcscrihcd a\ niij-e 6, lines 27-3 1 . or pal^^.• 1 5. lines 1 8-20 und lines 23-24. would nol be 

• * « 

cn<rompassed wilhin the fluence rate range proposed by the Kxaminer. ^ec. e.g., the Kubinehik 
Dccbration al inilO-l I. 

i 

yXpplicanis note thai while exemplary conditions may nol bih limiting, it is clearly 
co .mterintiiitive that the dralters oi'Candcla Corp. would use condilior^ lallin*» outside the scoi^e ol" 
their invention wJicn describing exemplary Cimdilions. One of ordinary skill would reasonablj 
exxxM the tliseloscd Iluence rate range to encompass the proposed exeit»p!ary conditions. 

a 

I 

■ 

'1 he lixaminer has lailcd to provide a rationale to explain a<j)y ol'lhese inconsisieneies 
bevond a eonclusorv and unsubstantiated assertion that Candela CorpoVaiion couUl fvu have meant 
megawalts per square eeniimclcr because the Hxaminer states thai ^-ihij. is the ec|uivalenl of a 
lii lUcninL'. Strike/' 

Applicants note that ihc t|ueslion is not whether Candela Cj^rporation aclually applied 
ih; hidi end of their recited ranue to human skin, or wJiether they iniejided to use kW/cnV instead ui 

I 

M\V7cm*\ but whether the disclosed range overlaps wilh the claimed r|mi:c at all. It does nol. 
Moreover, the Examiner's position ignores the extremely short irradiation limes that arc used in 
ccmbination with Candela Corp/s high Iluence rates, to nuiinuiin relatively low overall iTucnees. in 
acdition to localized nature of the treatment using such PIT!' meihods.i 

a 

• ■ 

p 

«> ! 

> 
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As previously noted by ihc Applic:inls. ihc low end orCimtjcla Cojporiilion\s range, )()() 
Wicnr. is two order?; of mayniUido higher than die high end of the range rceile^l in Ihc inManl 
clflims. i.e., 600mW/cnr'. See, e.g.. die Rubinchik Declaration ai 1[12. iAccordingly, In re ^i^cr/hdm 
is inapplicable. In the absence of any overlap between tlie claimed OiK^ncc rate range arul the range 
di^c!o^?cd in Candela Corp., die lixamir^er has provided neither a niolivjntion to practice the 
in^'enUon as claimed nor any reasonable expectation of successfully uspng «ribst.anlially lower 
lluence rates than described in Candela (.!orp. while maintaining efllcajjiy and providing an 
aci:ept:jble side elTect profile. i 

As the llxiuniner has provided nothing substantive to conlr.jdicl the evidence presented 
in the prior response and the Rubinchik Declaration, the Applicants suhmil tliat a prima facie case 
of obviousness has not been established. With regard to the secondary: references, nothing in 
BcrsJiad, alone or in cotiibination with Ciindela Ct)rp. as evidenced by pHvc Oil Chemistry 
ad Jrcsses the iiindamcrUal dellcicncies in the Officers prima facie case over Candeia Corp. alone. 

* 

In view of the foregoing remark.s. Applicants submit that the invention is non-obviv>us 

■ 

over llic cilcd iirt nnd i-cspectlully rcqiiesi lhal Ihc rcjcciions \mder .?5 11.S.C. 103(<i) be wiihcirawn. 
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CONCLUSION 

In view oflhc above, coch orihc presenlly pendinji elaiins iii this appliciUion is believed 
lo be in imincdiiue conciilion lor allowance. Aeeordinglv, Ihc li.xamine| is respect l\)lly rcqucsled to 
vviihdnuv ihc oul.slandin': rcjcclion of the claims and \o pass this appljejition lo issue. ITil is 
del;;rmined thai a telephone conference would expediio lix^ prosecutioj^olMhis application, the 
[^x.nniner is invited to telephone the underyijLined M ihc n\jmber given Ijelovv. 

In the event the U.S. Patent and Trademark oiliec dctermirw^s that an extension ancl\.n' 
other relief is reqnircd, appHcant petitions for any required rebel* inelucjing extensions of lime and 
authorizes the Coniinissioner to charge the eost of such pctiiions and/oj- other fees due in connection 

* 

wi h Ihc niiny of this document to Deposit Account No. 03-1952 rellMjc-neiiu^. dockxi 

Nc. 249602001 700. I lowever. the Ctimrnlssioner is not authori:/.cd to cMiaru.c the cost ol'the issue 

fe<. TO ihc Deposit AceouiU. 

* 
■ 

Rcspeciftilly submitted^ 



Dited: August 19.2010 



/ Lesli e A. Koh inson/ 



By: _ 

Leslie A, Robinsrui ; 

KeL»islration No.: 54L4();> 
MORRISON & 1-Ol'RS ftk LLP 
125^0 lli-h lUuff Drive, Suite 100 
San Diego, California \)2 1 :j()-2040 
(858) '}U 7692 \ 
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CONCISION 

In view oflhc ohove, each oflhc presently pending clyinis \U ihis ripplicalion is believed 
lo be in immediate condilion iV»r nliowaiKX*. Aeeordingly. the Exinnhief' is respcciiiilly requested lo 
withdraw Ihe ouistandinii reicclion ol'lhc claims jnd lo pass this applieiilion \o issue. If il is 

* 

dcurniined lhaf a telephone conierencc would expedite \hc pr()sccuTion|(^rihi.s application, the 

■ 

lixaminer is invited to telephone ihe iindersigiicd al the number given Helmv. 

* 

In Ihe ovcnl Ihe IKS. Patenl and I rademark olfiee delennin^is thai an cMensioi) and/or 
other relief is required, applicant pelilions ibr any required relief inclucjinji extensions bJ limc and 
authorizes the Commissioner to charge the cost ol'sueh petitions and/oj other fees due in comiceiion 
wiih the filing of this doeunjcnt to Deposit Account No. 03-1952 relwncirii? docket 
N<:._24 <>6^)?- 1 )0 1 700. I lowever. the C'ommissioner is not authorized lo i\hu'i^x the cost of the issue 
fee lo the Deposit Account. 



iXited: August 19,2010 



Respeetliiily submiltcd^- 

By: //.MCU l^ 

Lc.sni.""'A. Roiiinson 

Rciiistraiion No.: 54^0: 
MORRISON & 1-0F.R$ I HR I.I.P 
125:>1 High BlulTDhv?. Svi'Kc 100 
San Dlcco. California i>2 130-2040 
(85S)3r4 7692 I 
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hlxprcss Mail Mailing Label No. EV470405I98US 





AlUmwy Pocket No.: CI>I--034 



UtC I 9 7005 ) 

j/ IN I HE UNITED STATES PATENT AND TIW^DKMAK^ OFFICE 

Gefoncmus cl. al. 



APPUCANTS: 
SCRIAL NO.: 



1 0/407,92 1 



CONF. NO. 
GROUP NO.: 

Fl LING D A TE: April 4, 7.003 EXAMINER: 

TITLU : High Flucnce Rate Acvivation of PlvHosensilizcrs io\ Dcrrnatuiogical 

Applitalion 



2742 
3739 

Shav, David M. 



Mail Stop Amendment 
Commi.ssioncr for Patents 
P.O.Box 1450 
Alexandria, VA 223U-1450 



AMKNDMKNT ANT> RESPONSE 



Dear Sir: 

In n.,ponsc .o the Office Action mailal from the U.S. Palcn. Of^co on June 20, 2005. in 
coivncclion wiih the abovc-iilentificd patent appaoaiion. Applicants rcspp^ifuily .ubniit the 
following Amcndmcm and Response. Applicant, enclose hc^c^vith an Ipfonnation Disclosure 
Suacracni (n)S) for your consiOerution. and hereby aulhorisic the Comn^issior>er to charge to 
AttomeVs Depos.t Account No. 50-308 1 the requisite fees for the IDS.jas well as an extension 
of .n«e.' m the event any additional fees are due, the Commissioner iR hjereby au.hori«:d to 
chiirgc for Ihis s.:bnu5sion any such fees to Attorney's Dcpo.sit Aceoun^ No. 50.3081. 

* 

Applicants respectfully request entry of this Aincndment and Rcjsp^jnse. 

• Amendments to the Claims begin on page 2 of iliis pa^cr. 

* 

# Remarks bcgia on page 6. 



! Exhibit A 
i 10/588.419 
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in ihc scciion of skin 



Amctivlnifiit ;ind Response 
Atlorncy Docket No.: CDL-034 
U S. Serial No.: 10/407.921 

AlVTENDMEN TS TO THE CLAIMS 



I (Currently amended) A method for troniing a neoplastic or non-neop!ai>tic dcrmuloloiiic 
condition wj i hour ca using, j> u q.:> u ra. ihc method comprising: j 

I 

administering a photoscnsitizer or a pro-pho!oscnsitixcr to a seclion of ([the]] skin 
affected with a neoplastic or non-neoplastic condition; 

allowing the photosensitizer or pro-photosensilizcr to accumulaic; 
[[tissue]) rUTccied with the neoplastic or non-neopJasiic condition; .'ind 

act ivating iho nhot oscnsitizcr or an endogenous photo scnsiti^cr fc kmc d from ihc prcv 
phptoscn.siti'/.cr »Fr^ul^iit^mi^4}ve4;e<^ffi>M:tf Iho o ki n with n beam of li i^ht having a wavelength 
between about 500 nm and about 650 nm, a Hucncc rate of between abou|t ]00 W/cnr and about 
40 kW/cnV MW . ^oni , and a Oucncc of less than about 60 J/cm to cause ^yh-erebv c-fliisinfi o 
therapeutic injury to die section of skin affected by the ncopia.stie Or non-jncoplastic condition 
without causing purpura of the skin. 

2. (Original) The method of claim I wherein what is adminisfercd is a phptosensitizor. 

■ 
* 

3. (Original) The method of claim I wherein what is administered is a pr6"phoiosen^iti2er and 

* 

wherein the pro-phoiosensfii/er is allowed to metabolize in the skin tissue affected with the 
neoplastic or non-ncoplastic condilion. 

■ 

4. (Original) The melliod of claim 2 wherein the photosensilie.er comprises at least one of a 

! 

• ! 

chlorin, a cyanine, a purpurin, and a porphyrin. 



5, (Original) The method of claim 4 wherein the porphyrin is bcn/.oporpHyrin derivativ 
monoacid. 



6. (Original) The method of claim 2 where the phoiosensiiizcr comprises lat least one of a 
bactcrioclilorin, a bactcriocyanine, a bactcriopurpurin, and a bactcriopor^jiliyrio. 

7. (Original) 'llic method of claim 2 wherein the photosensitizer eomprisiis at least one of a 
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xiintbcnes and hypericin. 



ii. (Original) The method of claim I wherein ihc pro-pholosiunsitizer comprises ALA* 

* 
ft 
ft 
ft 

; 

S. (Original) The method of cluim S wherein Ibc pro-photosensilizcr compri$t\s an ALA 
ccrivaiive. 

ft 

: 

iO. {Orit?inal) The mclhoci of claim 8 wherein the ALA derivative is an /jLA ester. 

■ 

ft 

I. (Original) The mcihod of claim 8 whereiii the ALA csicr is ALA-mejhy) eslcr, Al.-/\-n-pentyl 

* « 

i <«ler, ALA-n-octyl ester, R,$-ALA-2-(hydrox)'mci.liyl)tclrahydr- opyranyl cslcr, N-acctyl-A LA. 

ft 

f ft 

or N-acclyl- ALA-elhyl ester. 

i 

« 

i i 

i2. (Original) The method of claim I wherein the wavelength is between; about 560 nm to about 

')00 nm. 

ft 
ft 
ft 

ft 

(Original) The melhoti of claim \ wherein the wavelength is bctwccij ijhout 600 nm and 650 

< ft 

ft 
ft 

• 

14. (Original) The method of claim 1 wherein the beam of light is coherent. 

i » 

1 5. (Original) J he method of claim 1 wherein the beiun of light is incoh|;rent. 

t 

16. (Original) The method of claim I wherein the beam of lisht is conlitjiiotis wave. 

* 
ft 

17. (Original) The method of claim 1 wherein the beam of light is pulsejl. 

* 
• 

t 

ft 
ft 

1 8. (Original) The method of claim 1 wherein the llucncc is les^s than abjout 30 J/ein . 

ft 
ft 

t 

19. (Original) The method of claim I wherein the nuence is less than aliout 20 J/cm^ 

Pngti 3 of 11 
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20. (Original) The method ol claim I wherein the fliicnce is less \hm 3b4it ^ 2.0 J/cm'. 

■ 

■ 

: 1. (Original) The method of cJaim 1 wherein Ihc flucncc is less than ahoka 7.5 J/ciir. 

■ 
■ 

;2. (Original) The method of claim 17 wherein the a pulse duration is bctjwecn ahoiit 1 

i 
s 

nicn:)Sccond and about 200 milliseconds. \ 

« 

t 

« 

:;3. (Originol) The method of claim 22 wherein the pulse dunilion is bel>veen about 10 

■ 

microsecond and iiboui 10 milliseconds. i 

* 

* J 

1:4. (Currently ;uncnded) 1'hc method of claim 1 wherein the beam of ligbi has a flucncc rate of 
between about 500 W/cm'^ and about 20 kW/cm^ hVM^^. 

m 

m 
m 

25. (Original) The metlmd of claim I wherein allowing the photoscnsitizbr or pro-photoscnsilizcr 
to accumulate and metabolite in the skin ti5;.sue comprises wailing for beL^vcen about 0. 1 lo abtnu 
4S hours post- administration of the photosensiti/.cr or pro-phoioscnsili/cir before irradiation, 

ft 

:i6. (Original) The method of claim 1 wherein the neoplastic dcmuuologiical eondiiion comprises 
at least one of aclinic keratosis, skin c\u\cgu Howen's'disc;isc, and dysplasia, 

i 

:>7. (Oriiiinalj The method of claim 1 wherein the non-neophustic dcnnatOlogical condition 
»:omprises at least one of verrucac vulgaris, acne vulgaris, acne conglobs^a, acne comedonica. 
japLilarpustular acne, acne in versa, acne fulminans> back acne, acne mcc|hiUHcal rosacea, 

ft 

sebaceous hyperplasia, oily skin, lichen planus, psoriasis, and eczema, j 

ft 
ft 

28. (Original) The method of claim 1 where the non-neoplastic dermatolbgio condition 

ft 
■ 

:omprises at least one of unwanted hair, phoioaged skin, and wrinkles. | 

j 

29. (Original) The method of claim 1 wherein ihc photosensitizcr or proiphoiosensiti/.cr is 
:Himini^stered orally, topically, or parcnierally. 

30. (Original) The method of claim 1 wherein the photosensitizcr or proiphotosensitizer is 
administered as a component of a formulation comprising a pharmaccutjcally acceptable carrier 

ft 
« 

at excipient. i 
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3 1 . (Original) The method of claim I wherein the therapeutic injury rcsul in the rcduclion of at 
U:ast one of the surface »rca, the depth, ami the uinount cl'thc skin antotcjd by the ncophisiic or 

1 

non-neoplasiic condition. 

32. (Original) The methoti of claim I further comprisiiij} heating Uu: sccJip" of ihc skin wiUi a 
pulse of radio freciucncy before, doting, or aAer the irradiation of the section of iho skin with a 
team of light. 

:■ 3. (Currcnily amended) A method for treating a neoplastic or non-neop!pstic dcrmatologic 

t 

t ondiiion without causing iM irpura. the mcihoti comprising: 

applying a pro-pbolosensiti/er to a section of [[the]] skin affected with a neoplastic or 

non-ncoplastic condition; j 

allowing the pro-photoscnsiti-/.cr to accumulate find melaboli7,e it^'the ?^r;tion .of skin 

i [tissue]] affected with the neoplastic or non-neoplaslic condition; and j 

activatini- an cndo eenous nhotoscnsitizcr rormc d fromhtLl>LQ:^^^ io-arfi«Ufig 
.i»M«et«t«-ei:ii«>-sliK» with a pulsed laser beam having a wavelength bctjveen about 500 nm and 
',50 nm, a flucnee less than about 20 J/cm% and a pulse duration belwcci| about 1 0 microseconds 
md 40 millisL^conds to cii»sc> H^^erebv-^«»wg a therapeutic injury to thc^ection of skin affecied 
Dy the neoplastic or non-neoplastic condition without causing puqiura of the skin. 

■ 

34. (New) A method for treating a neoplastic or non-neoplaslic dcmiatojofiic condition without 

causing purpura, the method comprising: 

adminisiering a photoscnsitizcr or a pro-photOi>cnsiti/:cr*to a tiirgjit area of skin alltcted 

with a neoplastic or non-ncoplastic condition; 

allowing the photoscnsitizcr or pro-photosensitizer to aecumulaiji in the taryet area of 
skin affected with the neoplastic or non-ncoplastic condition; and 

activating the phoiosensitizcr or an endogenous photosensitizer jbrmcd from the pro- 
photosensitix.er with a pulsed laser beam having a wavclengih between 4bo«it 585 nm and about 
6W nm, a fliitsnce of less than aUnit 20 }Icm\ and a pulse duration bctxteen about 1 0 
nncroseconds and about 40 milliseconds to cause a therapeutic injury tc| the target area affecied 
with the neoplastic or non neoplastic condition without causing purpur^j of the skin. 
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j 

REM ARKS 

Claims 1 -33 are currcnliy pending. Oairns \, 24. and 33 arc h^reiln amended. New claim 
34 is herein added. Aflcr entry of tins amendment, claims 104 will be pcjndmi>. Support lor the 
amendments to claims I and 33 can be fbu,id in the claims as originally ijicd and at least in 
paragraphs (00173 ;md [0024] of the specification as oni-inally filed. S.ijjpon for new claim 34 
can be found in the claims as onginfiny filed and at least in paragniph.-; \(iM9i to |0053] of the 
ipccification as originally f.led. Support for the amendment to the nucncje rale in claims I and 
'.'A CJUi be found in the claims as originally filed and at least in paragraphj; (00201 and [00.5()| of 
the specification as originally filed. Applicants believe that no new ,nattW is imrodiiced by these 

itmcndments. I 

Applicants enclose herewith an Information Disclosure StatcmcnJ for consideration by 

he Rxaminer. Two of the references cited. C2l and C24, arc being rcsujjmitted because it 
ippcare the Examiner did not receive complete copies. The other three rbfercnces. C63-65, are 
.)cing submitted lor the first lime. j 

> 
> 

« 

Rejections Under 3S U.S.C. S103(;0 

Claims 1 . 33 arc rejected under 35 U.S.C. §l03(a) as allegedly bcjing unpatentable over a 
publication by Kalka et al. TKalka") in combination with U.S. Patent Nf). 6,902,563 to Wilkens 
et al. C'VVilkens"). In particular, the Ofl'.cc action a.sserts on page 2 lhal!Kalka discloses the use 
of various pboto.scnsiti7.ers to pliotodynamicaliy treat neoplastic and nor|-neoplastic c«mditions 
and Wilkens teaches the u.se of pulsed irradiance and llucncc values to tjreal various 
dcmiatoloKical conditions. Further, the Office action suggests that it w^old have been obvious to 
employ the pulse parameters of Wilkens in the method of Kalka since %lka irequci.lly does not 
teach the proper parameters and since "the use ofpulscd radiation generates higher levels of 
singlcl oxygen, reaches deeper layers of skin, and operates more elliciejuly than CW radiation." 
Alternatively, the Office action suggests that it wouUI have been obvioijs to employ the 
photosensitizcrs of Kalka in the method of Wilkens since Wilkens doesjnot discu.ss 
pholo5ensili/,ers and "the use of pholoscnsitizcrs is known to provide superior ircatmcM to 
irradiation alone, official notice of which is (] taken" by the Examiner. | Applicants rcspcctiVilly 
traverse this rejection to the extent that it is maintained over the claintsj as amwided. 
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t 

■ 
■ 

/^mendnjcni and Rc;:por)sc i 
;^tlorncy Docket No.: COL-034 ; 
l.S.SvTialNo.: 10/407.921 I 

1. K:i\ki\ and Wifkens fail I n tractU each and everv eiem.ciU of U>c indcnc mi^^^^^^^^ 

■ 

Applicanls rcspecifully submit tha< claims 1''34 arc patentable ovtfrKalka ami Wilkcns. 
i uli virtual ly or in combinaiion. Independent claiins 1 , 33, ;md 34 arc dir<|cied to rnelhods for 

• ■ 

t-caiini; a dcrmatologic condition wit hout causin^x pum nraj^IlMxHio- 'Vj^ts methods include 
ising a beam of radiation or a pulsed laser bciini ha vine* a wavelength between 500 nm and 650 

iim (or between 585 nm and 600 nm) and a high fluenee rate to activate aj pholoscnjjilizcr. 

t 
t 
t 

As Applicants disclose in their specification, "(t]he method of Ihq invention is based on 
the surprising discovery that a high fliiencc rate can be used for effcetivcitrcahiionl while the 
tpveral! fluenee is kept below the purpura threshold.** (Paragraph [001 1 ] pf Applicants' 
.vpecification as filed.] Furlbemiore, based on the understanding of the njechanisms of 

) photodynamic therapy at the lime ofthe invention, "the low light dosagejand the very liigh 

•lucnce rate used in Ihe present invention would both be expected to limijt the efficacy of 

I ircatment. However, according to the present invention the use of a lasej at reialivcly low lii;ht 

dosage and high fiucnce rate is not only effective but advantageous." jPjiragraph [0021] ol 
Applicants' spceillcation as filed.] | 

While Kalka discloses using photosensitiz-ers and pro-photoscnsijizer to treat various 
oondiiions, Kiilka fails to leach or suggest using a beam of radiation witlj a v^avelcngdi between 
>00 nm and 650 nm and the parameters claimed to treat a condition wiihbut cau-sing pury^ura of 
he skin. Kalka states "[wjavelcngths shorter lhan 600 nm are absorbed ^nainly by hemoglobin, 
A'hcrcas water absorbs wavelengths longer than 1200 nm, restricting the! * therapeutic window' of 
ihc skin to 600 to 1 200 nm/* (Last sentence of second full paragniph of page 394 of Kalka.] In 
contrast. Applicants purposefully operate m a wavelength region where jiemoglobin and 
ilcoxyhemoglobin strongly absorb, e.g., between 500 nm and 650 nm (Sbe Tigure 2 of 
Applicants* specificalion), because they have discovered irradiation panfmeters (pulse duration 
aj^d light dose) that can cffeetuaic a treatment that does not rcsuh in purpura caused by excessive 
the heating of a blood vessel or components of blood. [Paragraph [0042-] of Applicants' 
Specification.] Furthermore, Wilkens not only does not discuss photoscjisitizcrs in relation to his 
treatment, Wilkens al.so fails to teach or suggest a treatment that does ncjl cause purpura ofthe 

i 
I 

skin. 

i 
I 

■ 

t 
I 
I 
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* 

Accordingly, Ihe combinalionof Kalka and WUkcns tails taieaclijeach and every ciemcnl 
t.f indej>endcnl claims 1, 33, and 34, cither cxpliciUy or impliedly, ajul. therefore, foils lo support 
i. prima facie case of obviousness. Applicants respectfully request thai tijc rejection under 
:.5 U.S.C. §103 be reconsidered and vi-ithdrawn. Fvirtliermorc, Appliciuttji respcclfuMy submit 

I 

lhal claims 2-32 arc «llovvablc as depending from base claim 1 . | 



H. RmpiovinR th e pnl'^e p»ramc1c rs of Wilkens i n the melhod. oljjalka^ 

The Office action suggests ihat ii wuuld have been obvious to employ the pulse 
:>urametcr5 of Wilkens in the nicthod of Kalka since Kaika frequently dobs not Icaeli the proper 
jarametcrs and since Wilki^ns reports that "the use of pulsed radiation generates higher levels of 

• * 

singlet o!tyi;cn, reaches deeper layers of skin, and operates more cfficienjtly than C\V radiation." 
iCalka contradicts this assertion slating instwid "l t]hc contparison of conijinuous-wave and pulsed 

■ 

lasers in clinical POT has shown no difference in the cure rate." {First lijill sentence of page 35)5 

Kalka.) I hercfore, Kalka docs not suggest that pulsed radiation is mcire efficient than CW 
radiation, and Kalka does not motivate one skilled in the art to employ Wilkens pulsed beam 
parameters in the method of Kalka. Indeed, Kaika and Wilkens teach a^-ay from such a 

t 
i 

combination. j 

Furthermore, WUkcns's paroniotcrs are opiimi/xd for a trealmcnj thai docs not use 
pholoscnsilizers. Wilkens slates lhal sjystcniic or topical dyes arc nol|admtnis{ercd, so thai ihe 
dcscnbed procedure is not a fpholodynamic therapy] TD'Vr [Column I p. lines 63-64.] 
Accordingly, tlierc is no leaching or suggestion in Kalka lhal using the Tion-l>DT parameters of 
Wilkens in a PDT technique of Kalka would rcsuU in an effective ircatnkcnt without causing 
purpura. Moreover, Uierc is no teaching or sugRCSiion in Wilkens that Wilkens^s non-Pr>T 

parameters can be used in any PDT leehniquc lo eflectuate a trcalmenl tjfvai does not cause 

j 

purpura. | 

i 

Accordin£;ly, because one skilled in ihe art would nol be motivaied to employ the pulse 
parameters of Wilkens in the mclhmi of Kalka, Applicants respectfully jjubmii that the 
combination of Kaika and Wilkens fails lo support a prima facie case o| obviousness against 

t 

independent claims 1, 33, and 34. Applicants respectfully requcssl that ijie rejection untlcr 35 
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U,S.C. §103 be reconsidered and xvillidniwn. Furihennore, Applicants rcppcutftiUy ^iibmil ihai 
claims 2-32 are allowable as depending from base claim \ . j 

i 

111. Pmpinyin., ^1u: photoscnsitizors of KalLa JllJhenLeOjiHLQ^^^ 
• I-ven if ihe Exiuninei- maintains that employing the pbotoscr$iliz^rs of Kalka in the 
ineihod of Wilkcns docs leach cpch and every clcmealof any indep«ndci|t claim, Applicants 
icspctffuUy submit thai the cited references do not provide adequate mol|vat»on or suggestion to 
r.ombine their icachines. Indeed, they teach nway from such a combinat|>n. Wilkcns relies on 
direct absorption of endogenous chromopboros, and explicitly rejects the| use of photosensitix.crs. 
vVilkens states that "[slystemic or topical dyes are not administered, so i^at the ticscribcd 
xoccdure is not a [pholodynamic therapy] PDT." |Column 12. lines 63-j64.3 To introduce a 
jhoiosensiiizcr to the mctliod ofircatmem of Wilkcns would change thejprinciple of operation of 
Wilkcns's invention, i.e., a pholoscnsilizer would be activated upon irnuiiation instead of direct 
activation of an endogenous ehromophore as disclosed by Wilkens, and fA/.ikens's invention 
wotiUI be rendered unsatisfactory for its intended purpose, i.e.. to providp an irradiation device 
for liierapcotic purposes iliat docs not rely on a pholoscnsiti/er. | 

Furthcnnore, lo make this rejection, the Examiner relies on omcial notice. According to 
MPIiP 21 44.03. ofllcial notice unsupported by documentary evidence sifould only be taken by 
the examiner where the facts outside the record arc "capable of instant j^id unquestionable 
dcmonslralion a.s being well-known" in the art. Applicants respecifullyjsubmit that ihe fact 
officially noticed by the Examiner, I.e., the use of photosensitircrs is k-nbra to provide superior 
treatment to irradiation alone, is not well-known in the art and is not capable of demonstration. 

t 

i 

While the combination of light and photoseasitizcrs to treat ccrtsun skin disorders is 
known, some neoplastic or non-ncoplastic condition and disorders can l|.e treated satisfactorily 
without a pholoscniti/.er. Wilkens, for example, discloses a method ancj device for ihcnipculic 
treatment without using phoioscnsitizer, at^d this directly undermines Ejcaminer's position. 
Furthermore, photoihennolysi.s is widely used by practitioners to treat cjosmctic and dcrmatologic 
disordcr-s. Accordingly, Applicants do not believe that the use of photcijscnsiti/ers is known lo 
provide superior treatment to irradiation alone. In the event the Examiier chooses to maintain 
this assertion. Applicants respectfully request dtat the Examiner providp prior art or ,in affidavit 
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crdcclanition selling fprtU specific factual statements and cxplaniUion to pupporl hia finding. 
[MPEP 2144.03 and 37 CFR !.104(d)(2).l 

j 

Regardless/ Applicanls respectfully submit that the claimed invcniion is nonetheless 
patentable even if the BNuminer niuintains his assertion ofomcial notice.] Bolh Kalka and 
Wilkcns have been discussed above and Applicants teitcralc here lhai (i) [Kalka docs not teach, 
vijggcsl, or motivate using the non-PDT parameters of Wilkens in a PDTjtcchmque ofKalka 
would result in an effective trcalmcnt without causing purpura, (ii) Wilkijns docs not leach, 
tuggcsl. or motivate that Wilkens's non-PDT parameters can be used in 4ny PDT tecl«iique to 
cffcciuate a iroatmenl that docs not cause purpura, and (iii) incorporating a plxdosensitizcr into 

the method of Wilkens would destroy its principle of openilion. | 

t 

■ 

Accordingly, because one skilled in the art would not he motivated to employ the 
phoiosensiiizcrs ofKalka in the nicihod of Wilkens, Applicants respcctf^ily submit that the 
romhination ofKalka and Wilken.^ fails to support prima fade case of Obviousness against 
c,...« ,.33. 34, .ppnc«. ....... ... „nd„ 

15 U.S.C. §103 be reconsidered and withdrawn. Furthcmiore. Applicants respectfully submit 
hat claims 2-32 arc allowable as depending from base claim 1 . 

* 

Von-S tatntorv Drtuhle PatenUnu Rejectiftii 

Finally, the Office action rejects the pending claims under ihe juiicially created doctrine 
of obviousness-type double patenting a^J being unpatentable over claimsjlOa of copending 
Application No. 10/241,273 ('"273 '). The Office action asserts that aJlriougli the cUtims arc not 
identical, they are not patcniably distinct because the claims ofihc '273 patent application 
**aniicipate ' the instant application claims. Applicants respectfully transivcrsc this basis of 
rejection, to the extent is maintained over the claims as amended. j 

For the reasons stated above. Applicants believe that clainis 1-34 of the insumt 
application arc in condition for allowance. Because the double patenting rejection is provisional. 
Applieanu respectfully request that the examiner withdraw the double {^tenting rejection and 
allow the application to issue as a patent. j 

Furthermore, Applicants respectfully suggest that regardless of the status of the other, 
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« 

t 

t 

non-iioubic pnteating rejections, the douhJc palenting rejection i$ improp^|r because ihc insUint 
claims arc nol obvious in view of the claims oflhc *273 application. Appjlicants respectfully 
submit thai the claims of the '273 application fails lo leach, suggest, or mp)livaic c;ich and every 
clcmeni of claims 1-34 of the instant application either explicitly or impiiptly. For example, 
chiims 1-34 of the instant application require activalinij a phoioscnsitixer jko treat a condition 
v/ithoul purpura of the skin. In contrast, *273 explicitly leaches causing i:|un:>wi. '273 claims a 
ncthod combining seleetiv^^ photoihcrmolysi.s of blood vessels and activation of a photo- 
scjisiiixcr lo ameliorate a lesion or disorder. "The parameters of the pulsed or scanned beam of 
electromagnetic radiation should be sufficient to induce phoioihennolysii of blood vessels and 
create purpura in the target region." {SpcciHcaiJon of '273 application aijpage 7, line 7,] 

Accordingly, because a provisional double patenting rejection is the only b;isis of 

I 

tejeciion remaining and because the instant clainis arc palcntably dislinctj from the claims of the 
*273 application, Applicants respectfully request that the provisional doujjle patenting rejection 
be reconsidenJd and withdrawn and thai chiims 1-34 of the instanl applic|ilion be allowed to 
issue. 



CONCLUSiON 

In view of the foregoing, Applicants respectfully submit that the ^laims -ire in condition 
)br allowance and request early favorable action. If the lixamtner believf?s a telephonic interview 
»vould expedite the prosecution of the present application, t.he Examiner js wctcomc to coniact 
Applicants' agent at the number below. 



.3ulc: December 19, 2003 
^eg. No. 56,47 1 



rel.No.:(617) S26-9717 
Fax No.: (61 7) 526-9S99 



Respectfully submitjcd. 





ScdH K. Wiions 
Agent for Applieaotji 
Proskauer Rose U-P 
One International Place 
Boston. MA 0211012600 



1 968';-062 Curr J V .S06 v I 



PAGE 28128 ' RCVD AT 8119/2010 7:38:44 PM (Eastern Daylight fime] ' SVR:USPT0-EFXRF«9 ' DNIS:273830O " CSID:8S87205125 ' DURATION (mni-ss):12-02 



This Page is Inserted by IFW Indexing and Scanning 
Operations and is not part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the appHcant. 

Defects in the images include but are not limited to the items checked: 

□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADED TEXT OR DRAWING 

□ BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

H) LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 



IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



